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DETAILED ACTION 

Election/Restrictions 

Applicant's election without traverse of Group II (claims 17 and 18) in the reply 
filed on 11/29/06 is acknowledged. 

In the Remarks filed 11/29/06, at page 2, applicant states that: "Moreover, claims 
2, 4, 1 1, 15-16, 22-25, 29-31, 42 and 45 read on the elected species." However, it is 
noted that claims 11, 15, 16, 42 and 45 belong to nonelected inventions (see page 2 of 
the Restriction Requirement dated 10/31/06). Accordingly, claims 5-16, 19-21, 26-28, 
32, 42-46 and 54-65 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b) as being drawn to a nonelected invention and/or specie, there being no 
allowable generic or linking claim. Election was made without traverse in the reply filed 
on 11/29/06. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 1 1 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Omum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thohngton, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
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be commonly owned with this application, or claims an invention made as a result of ' 
activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1-4, 17, 18, 22-25, 29-31, 33-41 and 47-53 are provisionally rejected on 
the ground of nonstatutory obviousness-type double patenting as being unpatentable 
overclaims 1, 3, 4, 16, 17, 31-35, 39-48, 50, 51 and 55-61 of copending Application No. 
11/489391 ('391). Although the conflicting claims are not identical, they are not 
patentably distinct from each other because application '391 claimed a composition for 
non-invasive translocation of at least one effector across a biological barrier, said 
composition comprising: (a) a therapeutically effective amount of said at least one 
effector; and (b) a counter ion to the at least one effector. Capsule is found in claim 4. 
At least one effector is a pharmaceutical^ active agent is found in claims 16 and 17. 
Counter ion is found in claims 31-35. Anionic molecule, surfactant, hydrophobic carrier, 
and protective agent are found in claims 39-48, 50, 51 and 55-61. Thus, the present 
claims are anticipated by the claims of the '391 application. 

Claims 1-4, 17, 18, 22-25, 29-31, 33-41 and 47-53 are provisionally rejected on 
the ground of nonstatutory obviousness-type double patenting as being unpatentable 
over claims 1, 6, 12, 14, 15, 23-27, 38, 66-68, 70-73, 76 and 78 of copending 
Application No. 10/942300 ('300). Although the conflicting claims are not identical, they 
are not patentably distinct from each other because application '300 claimed a 
composition for transepithelial delivery of at least one effector, comprising a 
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therapeutically effective amount of said at least one effector; a counter ion to the at least 
one effector; and at least one pharmaceutical^ acceptable hydrophobic agent, wherein 
the at least one effector is capable of efficiently translocating across a biological barrier. 
Counter ion is found in claims 23-27. Surfactant in found in claims 66-68. Capsule is 
found in claim 78. Thus, the present claims are anticipated by the claims of the '391 
application. 

These are provisional obviousness-type double patenting rejections because the 
conflicting claims have not in fact been patented. 

Claims 1 , 3, 4, 29-31 , 33-41 and 47-53 are rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over claims 1-3, 
17-23, 26-30, 33, 34 and 40 of U.S. Patent No. 7,115,707 (707). Although the 
conflicting claims are not identical, they are not patentably distinct from each other 
because patent '707 claimed a penetration composition for non-invasive translocation of 
at least one effector across a biological barrier, said composition comprising: (a) a 
therapeutically effective amount of said effector; and (b) a counter ion to the effector. 
Capsule is found in claim 3. Polyanionic molecule and surfactant are found in claims 
17-20. Protective agent and non-ionic detergent are found in claims 26-30. 
Hydrophobic carrier such as tricaprine is found in claim 40. Thus, claims of the present 
invention are anticipated by the claims of the '707 patent. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-3, 17, 18, 22-24, 29, 30, 33-41, 47, 52, 53 and 66-69 are rejected under 
35 U.S.C. 103(a) as being unpatentable over Gyurik US 2004/0176476, in view of 
Cooper et al. US 6,908,626. 

Gyurik teaches a composition comprising a pharmaceutical^ active compound, 
or a mixture of two or more compounds capable of being delivered across a body 
membrane (paragraph 0014, lines 1-4). Pharmaceutical^ active compound includes 
insulin (paragraph 0015 lines 1-5). Gyurik further teaches the use of an enhancer 
capable of increasing the rate of passage of the pharmaceutically active compound 
through a membrane. Essentially any suitable solid or liquid enhancer or a mixture of 
such enhancers may be used in the practice of the present invention. Preferred 
enhancers are characterized by at least one of the following properties: membrane- 
compatibility; lipophilic nature; low level of irritability or no irritability to the target 
membrane; emolliency; and being a solid at room temperature when in neat form 
(paragraph 0025, lines 1-10). Membrane-compatible permeation enhancers are 
particularly preferred for use in the present invention. The term "membrane-compatible 
permeation enhancer" means a compound which increases the rate of delivery of the 
pharmaceutically active compound through the membrane without damage. Examples 
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of lipophilic membrane-compatible enhancers for use in the present invention include: 
fatty acids; fatty alcohols; alkyl esters, such as isopropyl myristate and myristyl 
myristate;.ahd cycloaliphatic enhancers (paragraph 0026, lines 1-10). Gyurik also 
teaches that the pharmaceutical composition of the invention comprises an enzyme 
inhibitor which is capable of inhibiting breakdown and a suitable inhibitor may be 
selected form a group consisting leupetin, bestain and aprotinin (paragraph 0050, lines 
1-19). The active compounds of the composition of may exist in either the continuous 
or the dispersed phase or in both phases depending upon whether the compounds are 
hydrophilic, lipophilic, or amphiphilic. In an example of a preferred embodiment of the 
present invention, the emulsion comprises oil droplets dispersed in a continuous 
aqueous phase with a lipophilic enhancer being contained in the oil droplets and a 
water-soluble pharmaceutical^ active compound dissolved in the continuous aqueous 
phase (paragraph 0038, lines 1-13), Gyurik also teaches that the pharmaceutical 
composition of the invention comprises insulin and benzalkonium (page 7 Example 1, 
part D and E). 

Gyurik does not explicitly teach the claimed counter ion such as imidazolium 
derivatives. 

Cooper teaches a composition comprising at least one poorly soluble active 
ingredient, at least one stabilizer, and one or more non-toxic physiologically acceptable 
carriers suitable for oral, rectal, or topical administration (abstract; and column 8, lines 
35-48). Stabilizer includes an alkylimidazolium salt (column 13, lines 8-10). Thus, it 
would have been obvious to one of ordinary skill in the art to modify the composition of 
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Gyurik using alkylimidazolium salt as a surfactant or stabilizer in view of the teaching of 
Cooper to obtain the claimed invention, because Cooper teaches a stable dispersion of 
poorly soluble active agent in the present of one or more stabilizer (column 17, lines 40- 
45), because Gyurik teaches the desirability of obtaining a stable composition, and 
because Gyurik teaches the use of surfactant and/or stabilizer. 

Claims 1-4, 17, 18, 22-24, 47-49, 66 and 67 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Poli et al. US 5,654,000, in view of Cooper et al. US 
6,908,626. 

Poli teaches a composition for transmucosal administration comprising drug, 
stabilizer, and a thermosetting vehicle comprising pluronic polymer (column 3, lines 1 
through column 4, lines 1-34). Drugs include cyclosporine and insulin (ID). The 
composition is in the form of soft gelatin capsule (ID). 

Poli does not explicitly teach the claimed counter ion such as imidazolium 
derivatives. 

Cooper teaches a composition comprising at least one poorly soluble active 
ingredient, at least one stabilizer, and one or more non-toxic physiologically acceptable 
carriers suitable for oral, rectal, or topical administration (abstract; and column 8, lines 
35-48). Stabilizer includes an alkylimidazolium salt (column 13, lines 8-10). Thus, it 
would have been obvious to one of ordinary skill in the art to modify the composition of 
Poli using alkylimidazolium salt as a stabilizer in view of the teaching of Cooper to 
obtain the claimed invention, because Cooper teaches a stable dispersion of poorly 
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soluble active agent with the present of one or more stabilizer (column 17, lines 40-45), 
because Poli teaches the desirability of using a stabilizer. 

Claims 1, 3, 4, 17, 18, 29-31, 35-39, 68 and 69 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Poli et al., in view of Chen et al. US 6,267,985. 

Poli is relied upon for the reason stated above. Poli does not teach the use of 
triglyceride. 

Chen teaches a carrier system comprising triglyceride as an absorption enhancer 
for poorly soluble drugs (abstract; column 3, lines 1-62). The carrier system further 
comprises at least two surfactants including pluronic, poloxamer, and polyethylene 
glycol (tables 2-16). Thus, it would have been obvious to one of ordinary skill in the art 
to modify the carrier system of Poli using the carrier system in view of the teaching of 
Chen, because Chen teaches a carrier system that is thermodynamically stable, 
because Chen teaches a carrier system suitable for poorly soluble drugs such as 
cyclosporine, and because Poli teaches the desirability of obtaining a carrier system 
suitable for poorly soluble active agents. 

Claims 50 and 51 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Poli et al., in view of Chen et al. US 6,267,985 and Modi et al. US 5,653,987. 

Poli and Chen are relied upon for the reasons stated above. The references do 
not teach the use of taurodeoxycholate. 



j 
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Modi teaches a pharmaceutical composition for oral delivery comprising proteinic 
active agent, and an absorption enhancing compounds including taurodeoxycholate 
(abstract). Thus, it would have been obvious to one of ordinary skill in the art to include 
taurodeoxycholate in the carrier system to enhance absorption of the active agent, 
because Modi teaches a carrier system including the use of taurodeoxycholate suitable 
for active agent including insulin, and because Poli desired a carrier system suitable for 
transmucosal delivery of insulin. 

Claims Allowable 

Claim 25 is objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the 
base claim and any intervening claims. 

Pertinent Arts 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Hauer et al., and Gizurarson et al. are cited as of interest for the 
teachings of carrier compositions suitable for mucosal administration. 
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Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Susan T. Tran whose telephone number is (571) 272- 
0606. The examiner can normally be reached on M-F 6:00 am to 4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward can be reached on (571) 272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA ORCANADA) or 571-272-1000. 

„ SUSAN TRAf>// I I / ' 
PRIMARY EXAMI^R J 
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